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TERMINOLOGY 


The  term  generic  equivalents  is  not  used  in  the  body  of  this 
report.  Although  it  has  been  widely  utilized,  it  has  been  given  so 
many  different  interpretations  that  it  has  become  confusing.  Instead, 
the  following  terms  are  used : 

Chemical  equivalents — Those  multiple-source  drug  products  which 
contain  essentially  identical  amounts  of  the  identical  active  ingredi- 
ents, in  identical  dosage  forms,  and  which  meet  existing  physicochemi- 
cal  standards  in  the  official  compendia. 

Biological  equivalents— -Those  chemical  equivalents  which,  when 
administered  in  the  same  amounts,  will  provide  essentially  the  same 
biological  or  physiological  availability,  as  measured  by  blood  levels, 
etc. 

Clinical  equivalents — Those  chemical  equivalents  which,  when  ad- 
ministered in  the  same  amounts,  will  provide  essentially  the  same  ther- 
apeutic effect  as  measured  by  the  control  of  a  symptom  or  a  disease. 

The  following  terms  are  also  used : 

Generic  name — The  established  or  official  name  given  to  a  drug  or 
drug  product. 

Brand  name — The  registered  trademarked  name  given  to  a  specific 
drug  product  by  its  manufacturer. 
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INTRODUCTION 


IN  MAY  OF  1967,  acting  upon  a  directive  from  the  President,  J ohn  W. 
Gardner— then  Secretary  of  Health,  Education,  and  Welfare— es- 
tablished the  Task  Force  on  Prescription  Drugs.  The  charge  to  the 
Task  Force  appeared  to  be  simple — 

Undertake  a  comprehensive  study  of  the  problems  of  including  the 
cost  of  prescription  drugs  under  Medicare. 

Few  assignments,  however,  have  been  more  complex.  Essential  for 
the  Task  Force  study  was  objective  information  on  the  health  needs 
and  resources  of  the  elderly;  the  present  patterns  of  drug  use;  the 
nature  of  drug  research,  production,  and  distribution ;  current  drug 
insurance  programs  in  the  United  States  and  abroad;  reimbursement 
methods  and  administrative  approaches;  legal  and  fiscal  aspects;  and 
the  pharmacological  and  clinical  aspects,  including  the  intricate  prob- 
lem of  chemical  and  clinical  equivalency  of  generic  products. 

In  some  instances,  the  necessary  data  were  readily  available.  In 
others,  they  were  not— and  the  Task  Force  found  it  necessary  to  un- 
dertake its  own  special  research  projects. 

The  information  derived  from  these  studies  serves  as  the  basis  for 
the  findings  and  recommendations  which  are  being  published  sepa- 
rately by  the  Task  Force.  In  addition,  however,  this  basic  material 
appears  to  have  great  value  for  the  Congress,  many  State  and  Federal 
governmental  agencies,  the  medical  and  pharmacy  communities,  the 
drug  industry,  health  insurance  organizations,  health  educators,  and 
consumer  groups.  Accordingly,  the  Task  Force  is  publishing  the  de- 
tailed results  of  its  studies  in  a  series  of  background  papers. 

This  volume,  concerned  with  the  current  drug  programs  in  this  and 
foreign  countries,  is  one  such  publication.  It  was  prepared  by  the 
Task  Force  staff  in  cooperation  with  many  consultants,  both  govern- 
mental and  nongovernmental,  whose  invaluable  assistance  is  gratefully 
acknowledged.  Many  of  these  individuals  gave  freely  of  their  time  to 
cooperate  with  Task  Force  staff  members  conducting  site- visits  in  Can- 
ada, Sweden,  Great  Britain,  and  other  countries.  Other  consultants 
associated  with  other  foreign  and  domestic  programs  graciously  made 
available  their  records  and  provided  their  counsel  to  members  of  the 
Task  Force  staff  in  this  country.  Particular  appreciation  is  expressed 
to  American  Embassy  staff  members  in  many  European  countries  who 
devoted  much  time  in  obtaining  background  information  and  statis- 
tical data  from  industrial  and  governmental  sources. 

As  noted  in  this  volume,  many  of  the  characteristics  of  these  current 
programs  are  not  directly  applicable  to  a  Federal  program  in  the 
United  States.  A  program  which  is  acceptable,  for  example,  to  the 
people  of  a  Scandinavian  nation  may  not  be  suitable  for  Americans.  A 
program  which  is  useful  for  military  personnel  may  not  be  so  use- 
ful for  a  civilian  population.  A  State  program  may  not  be  applicable  at 
the  Federal  level.  Nevertheless,  most  of  the  elements  of  proposed  drug 
programs  for  the  United  States  have  already  been  tested  elsewhere, 
and  the  results  of  these  tests  deserve  the  most  careful  consideration. 


Philip  R.  Lee,  M.D. 


PART  A 


U.S.  FEDERAL  DRUG  PROGRAMS 
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INTRODUCTION 


As  part  of  several  Federal  health  services,  out- 
of-hospital  prescription  drugs  are  provided  to 
eligible  beneficiaries  by  the  Public  Health  Serv- 
ice, the  Veterans  Administration,  the  Office  of 
Economic  Opportunity,  and  the  Department  of 
Defense.  The  last  of  these  agencies  provides  such 
drugs  not  only  for  members  of  the  armed  services, 
but  also— through  the  Military  Medicare  pro- 
gram— to  certain  dependents  of  service  personnel. 

Details  of  these  programs  are  presented  in  the 
following  sections. 


In  addition,  a  report  is  presented  on  the  pro- 
vision of  drugs  under  Medicare.  At  present,  this 
is  primarily  an  in-hospital  feature  because,  in 
general,  Medicare  does  not  cover  out-of-hospital 
prescription  drugs.  Certain  aspects,  however,  may 
have  implications  for  any  out-of-hospital  program 
which  may  be  developed  in  the  future. 

Not  included  here  is  any  reimbursement  for 
drugs  which  may  be  provided  to  Federal  em- 
ployees under  their  Blue  Cross,  Blue  Shield  or 
other  group  health  insurance  programs. 
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Chapter  2 

MEDICARE 


Under  Title  XVIII  of  the  Social  Security  Act, 
Medicare  was  implemented  on  July  1,  1966  to 
cover  a  variety  of  health  services  to  individuals 
aged  65  or  more. 

Part  A  of  Medicare  covers  all  normal  inpatient 
hospital  services  and  post-hospital  care  furnished 
by  extended  care  facilities  (ECF's)  and  home 
health  agencies — including  prescription  drugs 
given  to  hospital  and  ECF  patients.  Part  B  covers 
in-hospital  and  out-of-hospital  physician  care, 
outpatient  hospital  care  and  certain  other  serv- 
ices—but generally  not  prescription  drugs— fur- 
nished to  those  elderly  individuals  who  have 
voluntarily  chosen  to  participate,  and  have  paid 
the  requisite  monthly  premium. 

Drugs  which  cannot  be  self-administered — gen- 
erally injections— and  which  are  furnished  as  part 
of  a  physician's  or  hospital  outpatient  centers 
services,  are  covered  under  Part  B. 

Although  the  current  Medicare  program 
normally  does  not  cover  drugs  furnished  outside 
of  the  medical  institution,  and  thus  does  not  repre- 
sent a  program  similar  to  those  described  else- 
where in  this  section,  it  is  characterized  by  several 
features  which  may  have  significant  implications 
for  future  health  insurance  benefits. 

Program  Characteristics 

Eligibility.  Any  person,  65  years  of  age  or  older, 
who  is  enrolled  under  Medicare  and  is  a  patient 
in  an  approved  Medicare  hospital  or  ECF  re- 
ceives drug  benefits  as  part  of  total  hospital 
coverage. 

Drugs  Covered.  Therapeutic  ingredients  of 
medications  dispensed  must  be  included,  or  ap- 
proved for  inclusion,  in  the  United  States  Pharma- 
copeia, National  Formulary,  United  States 
Homeopathic  Pharmacopeia,  New  Drugs,  or  Ac- 
cepted Dental  Remedies  (except  for  drugs  un- 
favorably listed  therein).  In  the  case  of  hospitals, 
drugs  approved  for  use  by  the  Pharmacy  and 
Therapeutics  (P  &  T)  Committee  of  the  medical 
staff  are  also  covered. 

Drug  Expenditures 

There  are  no  official  estimates  available  from 
the  Social  Security  Administration  concerning 


payments  for  pharmaceutical  services  under 
Medicare.  It  is  possible,  nevertheless,  to  arrive  at 
some  estimates  concerning  these  payments. 

For  calendar  year  1967,  total  reimbursements 
to  hospitals  under  Medicare  amounted  to  $2.8 
billion  and  reimbursements  to  extended  care  fa- 
cilities were  $200  million.  On  the  basis  of  recent 
studies  of  drug  use  in  hospitals  in  general,  it  is 
estimated  that  roughly  $300  million  was  spent 
under  Medicare  for  drugs— about  $280  million  in 
hospitals  and  about  $23  million  in  ECF's.  It  is  also 
presumed,  on  the  basis  of  generally  prevailing 
relationships,  that  about  half  of  these  amounts 
represented  product  cost  and  the  remainder  the 
cost  of  dispensing  and  administration. 

Approved  Hospitals 

For  a  hospital  to  be  eligible  to  participate  in  the 
Medicare  program,  it  must  comply  with  Medi- 
care regulations.  Compliance,  determined  by 
State  agencies,  requires  that  the  hospital : 

•  Be  accredited  either  by  the  Joint  Commission 
on  Accreditation  of  Hospitals  or  the  American 
Osteopathic  Association ; 

•  Or  meet  all  the  statutory  conditions  of  par- 
ticipation, and  be  in  substantial  compliance  with 
all  other  health  and  safety  conditions  established 
by  the  Secretary  of  Health,  Education,  and 
Welfare ; a 

•  And  have  a  utilization  review  plan  meeting  the 
requirements  of  the  Medicare  program. 

Committees.  One  of  the  standards  in  the  condi- 
tions of  participation  is  that  there  be  a  committee 
of  the  medical  staff  to  confer  with  the  pharmacist 
in  the  formulation  of  policy  relating  to  drugs. 

The  following  factors  indicate  the  makeup  and 
functions  of  the  committee : 

•  A  Pharmacy  and  Therapeutics  (P  &  T)  Com- 
mittee (or  its  equivalent) ,  composed  of  physicians 
and  pharmacists,  is  established  in  the  hospital.  It 
represents  the  organizational  line  of  communi- 
cation and  the  liaison  between  the  medical  staff 
and  the  pharmacist. 
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■  One  condition  requires  a  hospital  to  have  a  pharmacy  directed 
by  a  registered  pharmacist  or  a  drug  room  under  competent  super- 
vision and  administered  in  accordance  with  accepted  profes- 
sional principles. 


•  The  Committee  assists  in  the  formulation  of 
broad  professional  policies  regarding  the  evalu- 
ation, appraisal,  selection,  procurement,  storage, 
distribution,  use,  and  safety  procedures,  and  all 
other  matters  relating  to  drugs  in  hospitals. 

The  Committee  performs  the  following  specific 
functions : 

•  It  serves  as  an  advisory  group  to  the  hospital 
medical  staff  and  the  pharmacist  on  matters  per- 
taining to  the  choice  of  drugs. 

•  It  develops  and  periodically  reviews  a  formu- 
lary or  drug  list  for  use  in  the  hospital. 

•  It  establishes  standards  concerning  the  use  and 
control  of  investigational  drugs,  and  research  in 
the  use  of  recognized  drugs. 

•  It  evaluates  clinical  data  concerning  new  drugs 
or  preparations  requested  for  use  in  the  hospital. 

•  It  makes  recommendations  concerning  drugs  to 
be  stocked  on  the  nursing  unit  floors  and  by  other 
services. 

•  It  prevents  unnecessary  duplication  in  stocking 
drugs  and  drugs  in  combination  having  identical 
amounts  of  the  samo  therapeutic  ingredients. 

The  Committee  meets  at  least  quarterly  and  re- 
ports to  the  medical  staff. 

Approved  Drugs 

Drugs  and  biologicals  that  meet  certain  stand- 
ards are  reimbursable  under  Medicare  as  in- 
patient hospital  services  when  dispensed  to  an  eli- 
gible beneficiary  and  if  ordinarily  furnished  by 
the  hospital  for  the  care  and  treatment  of 
inpatients. 

To  be  covered,  drugs  must  represent  a  cost  to 
the  hospital  and  must  be  listed  in  the  official  com- 
pendia or  approved  by  the  hospital  P  &  T  Com- 
mittee. Drugs  and  biologicals  are  reimbursable 
under  Medicare,  on  the  basis  of  approval  by  the 


P  &  T  Committee,  only  if  the  Committee  main- 
tains a  formulary  or  list  of  drugs  accepted  for  use 
in  the  hospital.  Express  approval  for  drugs  is  re- 
quired ;  the  fact  that  a  drug  or  biological  has  not 
been  specifically  determined  to  be  unacceptable  for 
use  in  the  hospital  does  not  constitute  approval. 
Drugs  and  biologicals  may  be  approved  for  gen- 
eral use  or  for  use  by  a  particular  patient  or  a  spe- 
cial group  of  patients.  Drugs  approved  for  inves- 
tigational studies  may  be  covered  if  the  cost  of  the 
drugs  is  not  covered  by  funds  provided  for 
research. 

There  are  some  situations  in  which  drugs  not 
normally  stocked  and  not  specified  in  the  formu- 
lary may  be  covered.  These  are  as  follows : 

•  Drugs  and  biologicals  which  the  hospital  does 
not  stock,  but  which  the  hospital  purchases  from 
an  outside  source  for  a  Medicare  patient,  may  be 
reimbursed. 

•  Drugs  and  biologicals  not  included  in  the  drug 
list  or  formulary  maintained  by  the  hospital's 
P  &  T  Committee  are  reimbursable  if  the  hospital 
has  a  policy  which  permits  such  drugs  to  be  used 
by  inpatients  at  the  speciid  request  of  a  physician. 
(The  drug  must  still  be  found  in  one  of  the  official 
compendia.) 

Further,  there  is  a  minor  exception  to  the  re- 
quirement that  the  drug  be  for  in-hospital  (or 
ECF)  use  only: 

•  If  a  drug  or  biological  is  deemed  medically  nec- 
essary to  permit  or  facilitate  a  patient's  departure 
from  the  hospital,  a  limited  supply  for  use  after 
discharge  is  reimbursable. 

Costs 

Under  Medicare  regulations,  it  is  required  that 
costs  be  "reasonable."  Capital  items  are  included 
in  reimbursable  costs  only  as  they  depreciate. 
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Chapter  7 

INTRODUCTION 


Federal  assistance  for  State  welfare  programs 
was  first  provided  under  the  Social  Security  Act 
of  1935.  Early  grants  involved  old  age  assistance 
(Title  I),  aid  to  families  with  dependent  children 
(Title  IV) ,  and  aid  to  the  blind  (Title  X) .  Aid  to 
the  totally  disabled  (Title  XIV)  was  added  by 
amendment  in  1950. 

A  program  of  medical  assistance  for  persons 
over  65  years  (Title  I)  was  established  by  the  1960 
Kerr-Mills  amendments  to  provide  medical  care 
for  those  who  are  not  recipients  of  old  age  assist- 
ance but  whose  incomes  are  inadequate  to  meet 
costs  of  necessary  medical  care.  Under  Kerr-Mills, 
payment  for  medical  care  went  directly  to  sup- 
pliers of  care  and  vendors  rather  than  to  the 
recipient. 

Before  January  1,  1966,  each  of  these  five  major 
programs  had  substantial  expenditures  for  medical 
care.  On  that  date,  Title  XIX  of  the  Social  Se- 


curity Act,  providing  State  grants  solely  for  medi- 
cal assistance,  became  effective  on  an  optional  basis. 
The  amendment — setting  up  the  Medicaid  pro- 
gram— was  another  step  toward  improving  the 
quality  of  medical  care  by  consolidating  all  pre- 
vious provisions  under  the  five  programs. 

Although  the  consolidation  does  not  become 
mandatory  for  a  State  to  be  eligible  for  Federal 
cost-sharing  until  January  1,  1970,  40  States  had 
approved  a  Title  XIX  medical  assistance  pro- 
gram by  April  1968.  Nonparticipating  States  may 
continue  to  provide  medical  care  under  Titles  I, 
IV,  X,  XIV,  and  XVI  until  the  mandatory  con- 
solidation date. 

Drug  reimbursement  as  an  item  of  medical  serv- 
ice is  not  mandatory  under  Medicaid.  However,  31 
States  have  included  some  form  of  vendor  pay- 
ment for  drug  services.  They  are  listed  in  Table  5, 
together  with  the  method  of  payment  used  in  each. 


Table  5 

Pharmaceutical  Services  Provided  Under  Title  XIX  (March  1, 1968) 


Jurisdiction 


Approved 

Title 

XIX 
Program 


Yes  No 


Title 

Date  XIX 
Program  Vendor 
Started  Drug 
Payment 


Approved  Plans  with  Drugs  Provided 


Other  than  Vendor  Payment 


Yes  No 


To  Cate- 
gorically 
Needy 


To  Cate- 
gorically 

and 
Medically 
Needy 


Total   40  14 

Alabama     X 

Alaska   X 

Arizona   X 

Arkansas   X 

California   X 

Colorado.    X 

Connecticut  X 

Delaware   X 

District  of  Columbia   X 

Florida   X 

Georgia   X 

Guam   X 

Hawaii   X 

Idaho   X 

Illinois   X 

Indiana   X 

Iowa   X 

Kansas   X 

Kentucky   X 

Louisiana   X 


31  9 


12 


19 


3/66  X 


7/66 
10/66 


10/67 
7/67 
1/66 
7/66 
1/66 

7/67 
6/67 
7/66 
7/66 


X 
X 


X 


X 
X 
X 
X 


Guam  Hospital 
Local  resources 


X 
X 


X 
X 

X 
X 
X 
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Table  5 

Pharmaceutical  Services  Provided  Under  Title  XIX  (March  1,  1968)— Continued 


Approved  Title  Approved  Plans  with  Drugs  Provided 

Title  Date  XIX   

XIX  Program       Vendor  To  Cate- 

Jurisdiction                            Program  Started         Drug  To  Cate-  gorically 

Payment  Other  than  Vendor  Payment          gorically  and 

    Needy  Medically 

Yes    No  Yes    No  Needy 


Maine                                                X  7/66          X          Local  resources 

Maryland  X  7/66    X  X 

Massachusetts                                      X  9/66    X  X 

Michigan                                             X  10/66    X  X 

Minnesota    X  1/66    X  X 

Mississippi   X 

Missouri   X  10/67    X  X 

Montana    X  7/67    X  X 

Nebraska                                            X  7/66    X  X 

Nevada                                              X  7/67    X  X 

New  Hampshire                                   X  7/67    X  X 

New  Jersey   X 

New  Mexico    X  12/66    X  X 

New  York  X  5/66    X  X 

North  Carolina   X 

North  Dakota   _.  X  1/66    X  X 

Ohio                                                     X  7/66    X  X 

Oklahoma                                             X  1/66          X           Direct  money  payment 

Oregon   X  11/67    X  X 

Pennsylvania  X  1/66    X  X 

Puerto  Rico                                         X  1/66          X          Thru  Dept.  of  Health 

Rhode  Island   X  7/66    X  X 

South  Carolina   X 

South  Dakota  X  8/67          X          Direct  money  payment 

Tennessee   --  X 

Texas  X  9/67          X          Direct  money  payment 

Utah    X  7/66    X  X 

Vermont   X  7/66    X  X 

Virgin  Islands                                      X  7/66          X          Thru  Dept.  of  Health 

Virginia   X 

Washington  X  7/66    X  X 

West  Virginia  X  7/66    X  X 

Wisconsin  X  7/66    X  X 

Wyoming                                            X  7/66          X          Local  resources 


Source:  Medical  Services  Administration,  Social  &  Rehabilitation  Service,  Department  of  Health,  Education,  and 
Welfare. 


For  fiscal  year  1967,  the  total  amount  spent  on 
drugs  (Federal  plus  States)  exceeded  $182  mil- 
lion. California,  which  had  the  largest  program, 
spent  $36  million.  Delaware,  with  the  smallest 
program,  spent  $112,000. 

By  type  of  program,  the  $182  million  was  allo- 
cated as  follows : 


Old  age  assistance  (Title  I)   $20,900,000 

Medical  assistance  for  the  aged  (Title  I)__  6, 638,  000 
Aid  to  families/dependent  children  (Title 

IV)    6,018,000 

General  assistance  (State  program)   3,160,000 

Aid  to  the  blind  (Title  X)   480,  000 

Aid  to  the  disabled  (Title  XIV)   7, 200, 000 

Medical  assistance  (Title  XIX)   138,187,000 
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Although  drug  expenditures  have  not  exceeded 
more  than  10  percent  of  the  total  health  care  ex- 
penditures in  these  programs  since  1960,  the  total 
dollar  value  of  drugs  has  increased  five  times  dur- 
ing this  period.  Drug  program  expenditures  have 
grown  from  $40  million  in  fiscal  1960  to  more  than 
$200  million  in  fiscal  1968  (see  Table  6) . 

The  reimbursement  formulas  used  in  the  var- 
ious State  medical  assistance  programs  are  indi- 
cated in  Table  7.  In  the  table,  dispensing  fees 
range  from  $0.35  to  $2.00.  The  lower  "fees,"  how- 
ever, do  not  represent  compensation  for  overhead 
expenses,  which  are  recovered  by  the  markup,  but 
are  designed  primarily  to  reimburse  the  vendor  for 
his  services  in  filling  out  the  claim  form. 

Table  6 

Combined  Federal  and  State  Expenditures  for 
Prescription  Drug  Services  Under  Public  Assist- 
ance Vendor  Payment  Programs 


Fiscal  year : 


Amount 1       Fiscal  year : 


Amount ' 


1937    $17,  773,  000 

1958   28,  233,  000 

1959    44,  3G9,  000 

1960   40,  380,  000 

1961   49,  544,  000 

1962    71,  675,  000 


1963   SS2,  936,  000 

1964    97,  072,  000 

1965    114,  047,  000 

1966   143,580,000 

1967   179, 424, 000 

1968 

(est.)--  200,000,000 


•Excludes  (1)  funds  expended  by  States  on  drugs  which  did 
not  qualify  for  Federal  matching  ($3,160,000  In  1967),  and  (2) 
money  payment  grants  which  were  budgeted  for  drug  costs. 

Two  different  documents  describe  the  current 
policies  of  the  Federal  government  concerning 
grantee  activities,  economical  purchase  of  drugs 
and  the  operations  of  the  program. 

For  Federal  participation  in  State  programs, 
the  policy  is  as  follows : 
"Agencies  administering  Federal  grant  pro- 
grams involving  the  acquisition  of  drugs  and 
biologicals  for  research,  training  or  patient  care 
shall  encourage  State  and  other  agencies  to  adopt 
policies  and  procedures  which  will  ensure  the 
most  economical  expenditure  of  funds  for  this 
purpose,  consistent  with  acceptable  standards 
of  identity,  strength,  safety,  quality,  purity  and 
effectiveness."  1 

Acquisition  of  drugs  for  use  in  Federal  pro- 
grams is  dictated  by  this  policy  statement  by  the 
Department  of  Health,  Education,  and  Welfare: 

"Drugs  shall  be  purchased  at  the  lowest  possible 

■Division  of  Grants  Administration  Policy:  "Grants  Adminis- 
tration Manual."  Chap.  1-50,  U.S.  Department  of  Health,  Edu- 
cation, and  Welfare.  1968. 


cost  consistent  with  acceptable  standards  of 
identity,  strength,  quality,  purity,  safety,  and 
effectiveness,  and  with  due  regard  for  the  wel- 
fare of  the  patient  and  the  professional  judg- 
ment of  the  prescriber."  2 

Other  rules  require  that  "drugs  purchased  by 
any  agency  of  the  Department  shall  be  purchased 
by  generic  name  on  a  competitive  basis  whenever  it 
is  possible  to  obtain  therapeutically  effective 
equivalent  drugs  of  established  quality." 2 

Brand  name  prescribing  is  permitted  in  cases 
where  the  physician  judges  this  is  in  the  best  inter- 
est of  his  patient. 

Prescribed  drugs  must  also  meet  all  Food  and 
Drug  Administration  requirements  as  to  sanita- 
tion, manufacturing,  labeling,  identity,  strength, 
quality,  purity,  safety,  and  effectiveness. 

The  agency  or  State  must  also  have  a  right  to 
visit  drug  manufacturing  plants  during  normal 
working  hours. 

So-called  drug  and  disease  lists,  or  "formu- 
laries," are  utilized  in  at  least  13  States — Califor- 
nia, Georgia,  Hawaii,  Illinois,  Kentucky,  Louisi- 
ana, Missouri,  New  Mexico,  Oregon,  Pennsylvania, 
Tennessee,  "Washington,  and  West  Virginia.  They 
vary  from  a  limited  list  to  nonmandatory  and 
open-end  guides. 

In  the  following  sections,  drug  programs  of 
five  States  are  studied  in  detail.  These  were 
chosen  because  each  represents  quite  different 
approaches  to  reimbursement,  cost  control,  and 
quality  regulations. 

California  was  selected  because  it  has  by  far  the 
largest  of  the  State  programs,  and  because  its 
program  has  been  involved  in  recent  charges, 
countercharges,  lawsuits,  legislative  studies,  and 
political  moves  which  have  excited  nationwide 
interest. 

Kentucky's  program  is  not  large,  but  it  was 
chosen  for  study  because  of  its  comparatively  re- 
stricted list  of  reimbursable  drugs.  The  costs  of 
only  97  drug  entities  will  be  reimbursed  by  the 
program,  and  those  must  be  prescribed  by  generic 
name. 

Louisiana  and  West  Virginia  will  pay  for  any 
drug  that  is  used  to  treat  a  specific  list  of  acute 
and  chronic  or  long-standing  diseases.  The  two 
programs  differ,  however,  in  the  method  of  deter- 
mining diseases  that  qualify  under  the  drug  re- 
imbursement programs. 

2 Office  of  General  Services:  "Procurement  Manual,"  Circular 
HEW-51,  Amendment  1,  U.S.  Department  of  Health,  Education, 
and  Welfare,  1967. 
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Table  7 


States  with  Pricing  Formula  Based  on  Wholesale  Cost  to  the  Pharmacy  Plus  a  Percentage  of  Cost 

and/or  a  Dispensing  Fee  " 

Total  Vendor  Cost  of  Prescription  When 

Payment  Pricing  Formula  Wholesale  Drug  Cost  Is: 

State  Fiscal  Year 


1967  Percentage  Dispensing  $1.00  $3.00  $6.00 

(In  thousands)        of  Cost  Markup  Fee 


California  

Colorado   

Connecticut  

Delaware  

District  of  Columbia. 

Florida  

Georgia  

Illinois  

Indiana  -  

Iowa  

Kansas  

Kentucky  

Louisiana  

Maryland  

Massachusetts  

Michigan  

Minnesota  

Missouri  

Montana  

Nebraska  

Nevada  

New  Hampshire  

New  Jersey  

New  Mexico  


New  York  

North  Carolina  . 
North  Dakota.. 

Ohio  

Oregon  

Pennsylvania-  _. 
Rhode  Island.. 
South  Carolina- 
Tennessee  


$36,  531 
1,734 
2,  608 
112 


50 


$1.  15 
1.50 


66K- 


2.  00 
1.  50 


6,  570 

1,  784 
9,  776 

3,  067 

4,  485 
3,  729 

7,  013 
7,756 

5,  578 
12,  334 

2,  808 

6,  705 
2,  938 

552 

2,  097 
181 
890 

3,  484 
1,  209 


14,  103 

6,  738 
0  1,  058 

9,  306 

1,  106 

7,  119 

2,  483 


60 


30 


1.65 
1.20 


$2.  65 
2.  50 
1.67 
3.00 
2.  50 
1.66 
2.  65 
2.  50 


$5,  65 

4.  50 

5.  00 
5.00 
4.  50 
4.  98 
4.  65 
5. 10 


Normal  chg.  basis  may  be  modified  by  county 


50 


50 


2.  00 
.50 

1.40 
.50 

1.25 


50 


2.  00 


3.00 
2.  00 
2.  40 
2.  00 
2.  25 
1.50 
3.00 


Max.  chgs.  listed  in  PA  Drug  Schedule 


Usual  retail  rate 
50 

Retail  list  price 


1. 10 

1.75 
.50 

1.60 


2.  10 

2.75 
2.  00 

2.60 


(Over  $3.00  cost   3.00 

add  10%  plus 
fee) 

66%   1.  67 

  1.75  2.75 

Prevailing  community  rate 

b  50   

.85 


50 
50 


2,  722 


628 


Utah  

Vermont  

Virginia   MAA  only 

Washington   3,  487 

West  Virginia   2,  063 


25%  $5.40 

more 
Cost  times  1% 


or 


1.50 
2.35 
1.50 
2.  50 
2.90 
2.  35 


1.95 
2.  75 


1.67 
1.67 


5.  00 
5.00 
4.40 
5.  00 
4.25 

4.  50 

5.  00 

4.  10 

4.  75 
5.00 


60 
00 


5.  00 
4.  75 

4.  50 
5.35 
4.  50 
4.  50 
4.90 
4.  35 


4.95 
4.  75 


Wisconsin. 


5,  223 


1.50 
1.90 
$1.35  if  un- 
der $5.40 
.45 
1.75 

Usual  and  customary 

66K  

66%  %  under  $3  

50%  $3  to  $7.99 
33%  $8  or  more 

Usual  and  customary  subj.  to  State  guidelines. 


5.00 
4.  50 


$10. 15 
7.50 
10.  00 
8.  00 
7.  50 
9.96 

7.  65 
9.00 

8.  00 
9.50 
7.40 
9.00 
7.  25 
9.00 
8. 00 

7. 10 

7.  75 
9.50 

7.  60 

8.  00 


10.00 

7.75 

9.00 
9.85 
9.00 
7.  50 
7.  90 
7.  50 

9.45 
7.75 


10.00 
9.  00 


■  For  further  details,  see  Review  of  Pricing  Methods  Used  by  Various  Slates  b  Formula  applies  to  non-fairtrade  items  only  in  original  containers.  A  dis- 

in  the  Purchase  of  Prescribed  Drugs  Under  Federally  Aided  Public  Assistance  pensing  fee  of  $1.00  is  also  allowed  for  broken  container  prescriptions  in  Mass- 
Programs,  Comptroller  General  of  the  United  States,  April  1967.  30  pages.  achusetts  and  $0.30  in  Ohio. 

•  Calendar  year  1967. 
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In  Pennsylvania,  the  formulary  is  open-ended 
and  nonmandatory.  It  is  intended  to  serve  only 
as  a  guide  to  physicians  and  pharmacists,  but  its 
use  is  strongly  encouraged.  It  includes  1,368  drugs 
covering  2,332  different  drug  forms,  sizes  and 


strengths.  Although  the  program  will  pay  for  any 
drug,  the  State  reports  97  percent  voluntary  com- 
pliance with  the  suggestions  of  the  formulary. 

Consideration  is  also  given  to  particularly  inter- 
esting aspects  of  other  State  programs. 
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Chapter  15 

INTRODUCTION 


In  recent  years,  there  has  been  a  remarkable  in- 
crease in  the  number  of  persons  participating  m 
nongovernmental  plans  or  programs  which  pro- 
vide some  measure  of  protection  against  out-of- 
hospital  prescription  drug  costs. 

These  drug  programs  vary  from  simple  discount 
plans  at  local  or  mail-order  pharmacies  to  com- 
prehensive coverage  of  most  drug  needs  as  offered 
by  the  prepayment  programs  of  some  unions  and 
cooperative  health  organizations. 

Recent  estimates  suggest  that  approximately  74 
million  people  have  some  sort  of  out- of -hospital 
prescription  drug  coverage  under  such  nongov- 
ernmental programs.  According  to  Follman£  44 
million  are  covered  by  insurance  policies  or  Blue 
Cross-Blue  Shield  plans  with  secondary-type  drug 
coverage,  usually  of  the  major  medical  or  "cata- 
strophic" type.  The  degree  of  protection,  however, 
may  be  so  limited  as  to  have  no  practical  signifi- 
cance. . 

Independent  health  plans  involve  an  additional 
4  5  million.9  This  would  seem  to  indicate  that  ap- 
proximately one  out  of  every  four  persons  in  the 
United  States  has  some  nongovernmental  insur- 
ance protection  against  drug  costs. 

Commercial  Plans 

Insurance  Companies.  Almost  all  large  insur- 
ance companies  and  many  smaller  ones  offer  per- 
sonal health  insurance  or  major  medical  insurance 
coverage  which  includes  the  payment  for  out-of- 
hospital  prescription  drugs  under  the  heading  of 
general  medical  expenses.  But  this  type  of  protec- 
tion is  so  limited  by  restrictions-including  co- 
insurance regulations,  maximum  amounts  pay- 
able, and  deductibles  of  $100,  $250,  or  even  $500- 
that  its  impact  appears  to  be  minimal.  In  addition, 
many  such  policies  are  restricted  to  those  under 

the  age  of  65. 

Some  general  insurance  companies  once  at- 
tempted to  provide  separate  policies  for  prescrip- 

'  .Follman,  J.  F.,  Jr. :  "Prescription  Drug  Insurance,"  Pension 
and  Welfare  News  4  (No.  2)  :  43  (November  196 J). 

•  Reed,  Louis  S. ;  Anderson,  Arne  H. ;  and  Han  t _  Roth  S 
"Independent  Health  Insurance  Plans  in  the  United  States 
196oTurv  y  '  Social  Security  Administration,  Office  of  B«~.rch 
and  Statistics.  Research  Report  No.  17,  U.S.  Government  Printing 
Office,  Washington,  D.C.,  1966. 


tion  drug  coverage,  but  most  have  suspended  this 
type  of  policy  because  of  unprofitable  operations. 

Service  Agencies.  Service  agencies  perform  ad- 
ministrative duties  for  insured  groups,  usually  by- 
fee  per  insured  person.  The  insured  group  pays  a 
monthly  fee  for  each  member,  which  is  actually  a 
contribution  on  an  hourly  wage  basis  by  the  em- 
ployer. The  participating  pharmacy  pays  a  mem- 
bership fee. 

Typical  of  this  operation  is  Paid  Prescriptions, 
which  is  discussed  below. 

Simple  Discount  Plans.  The  simple  discount 
plan  is  offered  by  individual  stores  or  groups  of 
stores  as  an  incentive  (especially  to  the  aged  and 
labor  groups)  to  purchase  from  their  stores. 

The  usual  practice  is,  by  the  use  of  special  dis- 
counts, to  attract  the  business  of  such  groups, 
especially  during  nonpeak  hours. 

One  program  is  that  of  the  Toledo  Health  and 
Retiree  Center  in  Ohio,  originally  developed  as  a 
union  project  but  now  serving  the  general  public, 
which  operates  16  pharmacies  in  Ohio,  Indiana 
and  New  York.  Officials  describe  it  as  a  nonprofit 
operation,  offering  prescription  drugs  at  a  mark- 
up of  approximately  25  percent  instead  of  the 
customary  65-100  percent.  In  1967,  these  phar- 
macies filled  about  a  million  prescriptions ;  in  1968, 
with  an  anticipated  expansion  program,  it  is  be- 
lieved about  2  million  prescriptions  will  be  dis- 
pensed. Average  prescription  cost  was  $2.80  m  Jan- 
uary 1967,  and  $3.40  in  March  1968."  The  latter 
figure  is  close  to  the  national  average  prescription 
price  for  all  pharmacies. 

Although  no  statistics  are  available,  it  is  esti- 
mated that  several  hundred  thousand  individuals 
may  be  utilizing  such  plans. 

Nonprofit  Plans 

Nonprofit  plans  are  offered  by  union-operated 
pharmacies  in  health  centers,  union-administered 
plans,  group  health  association  plans,  Blue  Cross, 
Blue  Shield,  and  similar  plans,  mail-order  plans 


■  Based  on  slte-vlslts  and  examination  of  available  records, 
as  of  Apr.  15,  196S. 
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for  retired  persons,  cooperative  plans,  and  mutual 
insurance  company  plans. 

Union-Operated  Pharmacies.  Among  the  earliest 
examples  of  organizational  provision  of  pharma- 
ceutical needs  were  nonprofit  union-operated  phar- 
macies in  health  centers,  funded  in  whole  or  in 
part  by  contributions  of  employers  to  union  wel- 
fare funds.  The  first  union  to  have  this  coverage 
was  the  International  Ladies  Garment  Workers 
Union  (ILGWU) ,  through  the  Union  Health  Cen- 
ter in  New  York  City.  The  provision  for  prescrip- 
tions to  union  members  began  there  in  1917. 

In  1963,  this  center  provided  171,000  prescrip- 
tions for  the  150,000  members  of  the  ILGWU  in 
New  York  City.  The  union  also  operates  pharma- 
cies at  its  health  centers  in  Philadelphia  and  Los 
Angeles. 

Other  types  of  union-operated  pharmacies  fill 
prescriptions  at  cost  plus  a  fixed  fee  or  cost  plus 
a  percentage  markup.  Some  are  strictly  for  union 
members,  while  others  are  open  to  the  general 
public.  In  general,  their  retail  prices  are  substan- 
tially lower  than  those  of  other  community 
pharmacies. 

Union-Administered  Plans.  The  first  prepaid 
prescription  plan  organized  on  a  self-adminis- 
tered, self-insured  basis  was  that  of  the  Brick- 
layers Union  in  New  York  City,  developed  for 
the  benefit  of  approximately  10,000  members  of 
seven  participating  locals  in  the  New  York  Metro- 
politan area.8 

This  plan  functions  entirely  independently,  with 
a  staff  employed  by  and  responsible  to  union  man- 
agement. The  services  of  an  actuary  are  used  on 
a  consulting  basis. 

The  reimbursement  plan  is  based  upon  that  used 
by  the  New  York  City  Welfare  Department  and 
employs  the  use  of  a  flexible  schedule  of  prices 
that  approximate  "usual  and  customary  charges." 
Costs  to  the  program  are  fully  recovered  from  the 
welfare  fund,  which  is  supported  by  employer  con- 
tributions. In  1965,  over  3,000  pharmacies  were 
participating  in  this  program.  Claims  plus  a  copy 
of  each  prescription  are  mailed  monthly  to  plan 
headquarters.  If  prescriptions  are  filled  at  non- 
participating  pharmacies,  the  member  pays  the 
bill  and  is  reimbursed  by  the  plan. 

All  members  of  the  union,  their  wives,  and  de- 
pendent children  under  19  years  of  age  are  cov- 
ered. Eligibility  is  based  on  a  minimum  work 


history  (252  hours  per  year).  There  is  a  co-paj 
charge  of  $0.50  per  prescription. 

As  of  January  1966,  the  total  number  of  mem- 
bers of  union-operated  plans  was  approximately 
350,000  8  in  New  York  alone.  While  the  eligibility 
requirements  vary,  the  compensation  and  utiliza- 
tion data  seem  to  be  similar  for  all  union-admin- 
istered programs. 

Another  important  program  is  operated  by  the 
United  Mine  Workers,  which  is  described  below. 

Recently,  the  United  Auto  Workers — which  had 
been  operating  a  drug  insurance  program  for  its 
members  in  Canada — announced  that  a  program 
would  be  instituted  for  its  members  and  their  de- 
pendents in  the  United  States  under  a  labor- 
management  agreement  established  with  the  Ford 
Motor  Company.  The  U.S.  program  is  reported 
to  include  a  fixed  dispensing  fee  to  participating 
pharmacists,  and  a  co-pay  charge  to  the  patient 
for  each  prescription,  but  with  no  formulary  and 
few  restrictions  on  drugs  for  which  reimburse- 
ment can  be  made. 

Group  Health  Association  Plans.  Group  health 
association  plans  are  offered  as  part  of  the  total 
medical  care  package  of  group  health  centers. 

Some  centers  cater  principally  to  union  groups, 
whereas  others  offer  their  services  to  the  commu- 
nity on  an  individual  basis. 

Controls  are  effected  by  the  use  of  a  formulary 
and/or  deductibles,  and  by  tlhe  required  use  of 
the  health  center's  pharmacy  in  most  cases. 

The  Puget  Sound  program  described  below 
illustrates  this  approach. 

Blue  Cross  Plans.  While  most  Blue  Cross  plans 
in  the  past  have  covered  out-of-hospital  prescrip- 
tions as  a  supplementary  feature  of  major  medi- 
cal plans,  the  high  deductibles  plus  co-pay  features 
have  precluded  any  benefit  to  the  great  majority 
of  its  subscribers. 

A  new  Blue  Cross  approach,  however,  has  been 
developed,  and  is  described  below. 

Mail-Order  Plans.  Mail-order  plans  are  directed 
primarily  toward  retired  persons.  They  provide 
drugs — usually  long-term  maintenance  drugs,  such 
as  tranquilizers,  diuretics  and  cardiovascular 
drugs — at  reduced  prices. 

The  oldest  and  probably  the  largest  of  these 
plans  is  the  Drug  Service  of  the  American  Asso- 
ciation of  Retired  Persons  and  National  Retired 


8  See  page  110. 
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Teachers  Association.  The  main  pharmacy  is  lo- 
cated in  Washington,  D.C.,  with  two  other  phar- 
macies in  St.  Petersburg,  Fla.,  and  Long  Beach, 
Calif.  Commencing  operations  in  1959  with  one 
pharmacist  and  one  pharmacy,  this  organization 
now  has  three  pharmacies  employing  over  50  phar- 
macists and  250  clerical  personnel.  Approximately 
7,000  prescriptions  are  processed  per  working  day 
for  1.25  million  members.  The  minimum  charge 
is  $5.00 ;  accordingly,  patients  usually  request  their 
physicians  to  prescribe  in  larger  than  normal 
quantities. 

Another  mail-order  program  is  that  of  the  Na- 
tional Council  of  Senior  Citizens  Drug  Service, 
which  provides  drugs  to  members  of  the  Farmers 
Union,  the  National  Council  of  Senior  Citizens, 
the  Greenbelt  Consumer  Cooperative,  several 
unions,  and  some  Community  Action  Leagues. 
Services  are  rendered  to  members  in  47  States  by 
one  pharmacy,  located  in  Washington,  D.C. 


The  pharmacy  does  about  a  $3,000-a-week  busi- 
ness, including  both  sundry  items  and  approxi- 
mately 1,000  prescription  drugs.  Its  most  valuable 
function,  according  to  its  director,  is  to  provide 
competition  to  local  pharmacies  so  that  members 
can  eventually  obtain  drugs  locally  at  lower  prices. 

Consumer  Cooperative  Plans.  Consumer  coop- 
erative plans  are  operated  by  some  of  the  members 
of  the  Cooperative  Leagues  of  the  U.S.A.,  in  which 
a  cooperative-owned  pharmacy  sells  to  the  general 
public,  but  pays  a  rebate  to  its  members. 


From  this  variety  of  programs,  a  number  have 
been  selected  for  special  examination.  These  in- 
clude the  operations  of  Paid  Prescriptions,  Inc., 
Prepaid  Prescriptions,  Inc.,  Group  Health  Co- 
operative of  Puget  Sound,  Kaiser  Health  Plan, 
United  Mine  Workers,  and  a  new  program  being 
instituted  by  Blue  Cross. 
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PART  D 


FOREIGN  DRUG  PROGRAMS 


INTRODUCTION 


Health  insurance  programs  have  existed  in  most 
European  nations  for  more  than  a  century  Thev 
were  created  and  developed  as  a  means  of  self- 
protection  in  times  of  fluctuating  economic  condi- 
tions especially  during  and  after  the  Industrial 
Revolution  At  first,  these  programs  were  "sick- 
ness funds,"  private  mutual  aid  plans,  or  "insur- 
ance companies"  for  workers.  By  the  mid-1800's 
governments  began  regulating  and  coordinating 
the  funds,  and  some  began  receiving  government 
financial  support. 

In  1883,  Germany  established  the  first  compul- 
sory health  insurance  program.  The  law  provided 
free  medical  care,  free  drugs,  and  cash  allowances 
for  low-income  workers.  It  was  a  landmark  in  the 


history  of  health  insurance.  Many  of  the  programs 
later  adopted  in  other  countries  were  profoundly 
influenced  by  the  German  legislation. 

The  countries  whose  programs  were  selected  for 
analysis  in  the  following  pages  are  marked  by 
wide  variations  in  population,  government  opera- 
ion  industnal  development,  social  philosophy 
local  tradition  and  even  medical  practice.  Because 

not  n,T  °thT1differenc€s>  W»  data  are 
not  fully  comparable  and  in  some  instances  are  in- 
complete. Nevertheless,  the  information  which  can 
be  obtained  may  prove  of  value  in  forecasting  the 
impact  and  results  of  various  approaches  under 
consideration  in  the  United  States. 
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